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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 704(b). 

Status 

1 )K Responsive to communication(s) filed on 24 September 2007 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with.the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-25 is/are pending in the application. 

4a) Of the above claim(s) 21-25 is/are withdrawn from consideration. 
- 5)D Claim(s) is/are allowed. 

6) ^ Claim(s) 1-20 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Restriction Acknowledged 

1 . Applicant's election of Group I encompassing claims 1-20 in the reply filed on 
September 24, 2007 is acknowledged. Because applicant did not distinctly and specifically point 
out the supposed errors in the restriction requirement, the election has been treated as an election 
without traverse (MPEP § 818.03(a)). 

2. Claims 1-20 are pending and claims 1-20 are presented for examination on the merits. 
The following rejections are made. 

Claim Rejections - 35 USC §103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

4. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 
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5. Claims 1-20 rejected under 35 U.S.C. 103(a) as being unpatentable over Bock et al. (EP 
0945134; IDS reference) in view of Struengmann et al. (US 6284269) and Parikh (Handbook of 
Pharmaceutical Granulation Technology, first edition, 1997, issued September 2001, Marcel 
Dekker, 60-72). 

6. The instantly claimed invention are drawn to water soluble meloxicam granules 
comprising meglumine salt of meloxicam which contains a binder such as 
hydroxypropylmethylcellulose (HPMC), a sugar such as aspartame, a flavoring agent such as 
vanilla and a carrier such as lactose. The proportion of meloxicam is between 0.05% and 4%. 
The molar ratio of meglumine to meloxicam is 10:8. Further, the water soluble meglumine salt 
of meloxicam granules can contain HPMC, polyvinylpyrrolidone and glucose monohydrate. 

7. The teachings of Bock et al. (' 134) appear to be drawn to a formulation (granules and 
tablets) of meloxicam that are present as sodium and/or meglumine salts (see claim 2). The molar 
ratio between meglumine and meloxicam is taught to range from 1 .2:1 to 1 : 1.2 which 
encompasses the molar ratio of 10:9. The concentration of meloxicam is using tables found on 
page 1 1 (examples 5 and 6) shows different meloxicam formulations wherein meloxicam is 
added in amount of 7.5 mg in a total formulation of 450 mg which corresponds to about a 1.6 
wt.% proportion. It is also taught that lactose is a suitable carrier material (see examples 5 and 6, 
page 11). 

8. Although the carriers, binders and flavoring agents instantly claimed are known in the art 
and their use in such a composition would readily be envisioned by one in the art, c 134 fails to 
teach such. Specifically, '134 fails to teach the meloxicam granules containing a binder such as 
HPMC, a sugar such aspartame and a flavoring such as apple. '134 also fails to teach a granule 
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comprising a meglumine melxociam salt, HPMC, polyvinylpyrrolidone, and glucose 
monohydrate. 

9. The teaching of Parikh ('Parikh) teaches a variety of binders and solvents used in the 
granulation process. It is stated that binders are adhesives which provide the cohesiveness 
essential for the bonding of the solid particles (i.e. granules) under compression to form a tablet 
(see pages 60-61). It is clear that the binder excipient is necessary to the formation of tablets. 
Hence, tablets are nothing more than compressed granules. Binders taught by Parikh include 
natural and synthetic polymers and sugars. Natural binders include starch and gelatin (see pages 
60-63). Synthetic binders include polyvinylpyrrolidone, methylcellulose, and HPMC (see pages 
63-66). Sugars can also be used to enhance the bonding properties of the granule formulations. 
Some sugars include glucose (dextrose), sucrose, and sorbitol (see page 66-67). 

10. The teaching of Struengmann et al. ('269) is drawn to a pharmaceutical composition of 
meloxicam with improved solubility and bioavailability. The meloxicam formulations taught by 
'269 include among other ingredients lactose, polyvinylpyrrolidone, aspartame and flavoring 
substances (see column 11, Examples V/8 and V/9). Although these ingredients are used in 
effervescent tablets, their use would be obvious in water-soluble meloxicam granules because it 
would be desirable to have sweetness and flavor to improve the palatability. 

1 1 . Thus, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to combine the teachings of '134 with that of Parikh and '269 because in 
doing so would result in a pharmaceutical dosage form having the anti-inflammatory properties 
of meloxicam while being palatable to the patient. Although '269 does not specifically teach the 
meloxicam formulation as that of a granule, it would have been obvious to one of skill in that art 
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that the effervescent tablet is nothing more than compressed granules (see Parkh). And so the 
tablet of '269 inherently contains granules obviating the inclusion of binders, sweeteners and 
flavoring agents in the instantly claimed invention. As the teachings of the references are within 
the same field of endeavor (pharmaceuticals), it would have been obvious to one in the art to 
combine them and arrive at a conventional dosage form with the properties of the instantly 
claimed invention. Therefore, it would be obvious to one skilled in the art to combine the 
teachings of ' 134 with Parkh and '269 with more than a reasonable expectation for success. 



Conclusion 

12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kyle A. Purdy whose telephone number is 571-270-3504. The 
examiner can normally be reached from 9AM to 5PM. 

13. If attempts to reach the examiner by telephone are unsuccessful, the examinees 
supervisors, Ardin Marschel and Cecilia Tsang, can be reached on 571-272-0718 or 571-272- 
0562, respectively. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 

14. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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